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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 29 March 2010 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1,3,5 and 7 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1,3,5 and 7 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . The Amendment filed March 29, 2010 has been entered. Claim 2 has been canceled. 
Claims 1, 3, 5, and 7 are pending. 

2. The previous 1 12 1 st Paragraph, and 2 nd Paragraph rejections have been withdrawn in 
light of applicants' amendments made March 29, 2010. 

3. The rejection of claims 1, 3-5 on the ground of nonstatutory double patenting over claims 
1-7 of copending Application No. 10/521,170 has been withdrawn in light of applicants' 
arguments made March 29, 2010. 

Claim Objections 

4. Claim 1 is objected to because it is of improper Markush group format. A Markush-type 
claim recites alternatives in a format such as "selected from the group consisting of A, B and C." 
See Ex parte Markush, 1925 CD. 126 (Comm'r Pat. 1925). See MPEP 803.02. In this case 
claim 1 recites "wherein the protein or its hydrolysate . . .is whey protein concentrates or whey 
protein isolates, and protein hydrolysates having a number average molecular weight of 500 to 
10,000." Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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6. Claims 1,3,5 and 7 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claim 1, the recitation "wherein the protein or its hydro lysate ... is whey 
protein concentrates or whey protein isolates, and protein hydrolysates having a number average 
molecular weight of 500 to 10,000" renders the claim indefinite. It is not clear if the protein or 
its hydrolysates comprise whey protein concentrates, whey protein isolates or protein 
hydrolysates having a number average molecular weight of 500 to 1 0,000, if the protein or its 
hydrolysate comprises whey protein concentrates or whey protein isolates and protein 
hydrolysates having a number average molecular weight of 500 to 10,000 or if the protein 
comprises whey protein concentrates or whey protein isolates and the hydrolysates comprise 
protein hydrolysates having a number average molecular weight of 500 to 10,000. 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

9. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

10. Claims 1, 3 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Fuchs 
et al. (WO 01/01789) in view of Emoto (US 6,458,395), Ohkuma et al. (US 5,364,652) and 
Ohkuma et al. (US 5,620,873). 

Regarding claims 1 and 7, Fuchs et al. disclose a gel composition comprising the 
following components and having a pH in the range of 3.5 to 4.1 (Abstract, P6/L1-2): 

- Protein - i.e. whey protein isolate about 1 to about 5 wt% (P3/L18-25, P8/Table, see 



protein proves about 1% to about 5% by weight of 



the nutritional composition-P4/L3) 



-Calcium 



0.02-0.270 wt% (P5/Table) 



-Acidulant 



(P6/L2-5) 



-Carbohydrate 



ll-20wt%(P8/Table) 



-Fat 



(P4/L22-23 - lipid source optional) 
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-Water 



~ 72-80 wt% (P6 - based on a solids content of 20- 



28% by weight) 



-Juice 



5-50 wt% fruit juice (P8/Table) 



Fuchs et al. does not explicitly disclose that the protein does not coagulate at pH 3 to pH 
4, a gel composition comprising agar and a gum including gellan gum or guar gum, that the 
acidulant is present in an amount of 0.5 -3 wt% or a masking component including hard-to-digest 
dextrin or reduced hard-to-digest dextrin. 

Regarding coagulation, since the protein, whey protein isolate, disclosed by Fuchs et al. 
is substantially similar to that presently claimed, it is clear that it would intrinsically display the 
coagulation properties recited in the present claim. 

Regarding acidulant, given that Fuchs et al. disclose a composition including acidulant 
and a pH substantially similar to that presently claimed, it is clear that the amount of acidulant 
would intrinsically be in the range presently claimed. 

Regarding gelling agents, Emoto teaches a nutritionally balanced gelatinous food product 
which is a composite gel formed with protein and about 0.2 to 5% of a gelling agent such as 
agar, guar gum, pectin, furcelleran, carrageenan, locust bean gum, arabic gum or a combination 
thereof (Abstract, C5/L24-26). Emoto teaches that gelling agents have gelling and gel- 
stabilizing ability (C5/L26-28). 

Fuchs et al. and Emoto are combinable because they are concerned with the same field of 
endeavor, namely, nutritionally supplemented protein gels. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have added about a combination of 
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agar and guar gum, as taught by Emoto, to the gel composition of Fuchs et al. to provide gel 
strength and stability to the gelatinous food product. 

While Emoto teaches the addition of about 0.2 to about 5% of an agar and guar gum 
gelling agent combination, the reference does not explicitly disclose 0.1 to 1.0% agar and 0.05 to 
0.3% guar gum. As gel texture is a variable that can be modified, among others, by adjusting the 
ratio of gelling agents, the precise concentration of agar and guar gum in the gelling agent 
combination would have been considered a result effective variable by one of ordinary skill in 
the art at the time of the invention. As such, without showing unexpected results, the claimed 
concentration of agar and guar gum in the gelling agent combination cannot be considered 
critical. Accordingly, one of ordinary skill in the art at the time the invention was made would 
have optimized, by routine experimentation, the concentration of agar and guar gum in the 
gelling agent combination of modified Fuchs et al. to obtain the desired texture characteristics 
(In re Boesch, 617 F.2d. 272, 205 USPQ 215 (CCPA 1980)), since it has been held that where 
the general conditions of the claim are disclosed in the prior art, discovering the optimum or 
workable ranges involves only routine skill in the art. (In re Alter, 105 USPQ 223). 

While Fuchs et al. disclose a gel composition comprising 5-50 wt% fruit juice (P8/Table), 
the reference does not disclose a gel composition comprising 0.1 to 20 wt% of a masking 
component including fruit juice and hard-to-digest dextrin or reduced hard-to-digest dextrin. 

Ohkuma et al. ('652) teach food products comprising about 3.3% to about 52.5 % 
indigestible dextrin (Abstract, Examples 5-53) and that indigestible dextrin is a good source of 
dietary fiber (C1/L65-C2/L15). Ohkuma et al. ('652) teach that indigestible substances in the 
diet contribute to gastrointestinal health and reduced cholesterol (C2/L58-68). 
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Ohkuma et al. ('873) teach hydrogenated indigestible dextrin usable admixed with food 
products (C1/L8-10, 45-64, C4/L58-61). Ohkuma et al. ('873) teach that the hydrogenated 
indigestible comprises 80 to 95% of dietary fiber (C4/L52-54). 

Modified Fuchs et al, Ohkuma et al. ('652) and Ohkuma et al. ('873) are combinable 
because they are concerned with the same field of endeavor, namely food products for nutritional 
supplementation. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to have included indigestible dextrin, as taught by Ohkuma et al ('652) and/or 
hydrogenated indigestible dextrin, as taught by Ohkuma et al. ('873), in the gel composition of 
modified Fuchs et al. for the purpose of making a product which contributes to gastrointestinal 
health and reduced cholesterol. 

Regarding claim 3, Fuchs et al. disclose all of the claim limitations as set forth above. 
Further, Fuchs et al. disclose a gel composition further vitamin D in an amount of 0.25 X 10" 6 to 
0.625 X 10" 6 wt% (P5/Table - where 1 IU of vitamin D = 0.025 ug). 

1 1 . Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Fuchs et al. (WO 
01/01789) in view of Emoto (US 6,458,395), Ohkuma et al. (US 5,364,652) and Ohkuma et al. 
(US 5,620,873) as applied to claim 1, and further in view of Morris et al. (US 5,869,1 18). 

Regarding claim 5, modified Fuchs et al. disclose all of the claim limitations as set forth 
above. While modified Fuchs et al. disclose a gel composition comprising a gelling agent 
combination of agar and guar gum, the references do not explicitly disclose gellan gum. 

Morris et al. teach a liquid nutritional composition comprising 10 to 500 ppm gellan gum 
(0.001% to 0.05%) (Abstract, C4/L56-60). Morris et al. teach that the utilization of low 
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concentrations of gellan gum results in the formation of a weak three dimensional network that 
effectively holds ingredients such as calcium, insoluble fiber and insoluble flavoring agents 
(C4/L24-38, C7/L22-29, Abstract). Morris et al. teach that gellan gum improves the physical 
stability of protein based nutritional compositions (C3/L60-67). 

Modified Fuchs et al. and Morris et al. are combinable because they are concerned with 
the same field of endeavor, namely, protein-based nutritional products. It would have been 
obvious to one of ordinary skill in the art at the time of the invention to have included gellan 
gum, as taught by Morris et al., in the gel composition of modified Fuchs et al. for the purpose of 
improving the physical stability of insoluble components. 

Response to Arguments 
12. Applicant's arguments filed March 29, 2010 have been fully considered but they are not 
persuasive. 

Applicants explain that the composition of the present invention contain protein and 
calcium in high concentrations, but has a refreshing taste and is in the form of a soft gel suitable 
for eating and drinking. Applicants note that in order to achieve the excellent effects of the 
present invention, it is important the composition comprise agar in an amount of 0.1-1 wt% in 
combination with guar gum or gellan gum in amount of 0.05 to about 0.3 et% as recited in the 
present invention. Applicants argue that the reference do not teach or suggest the features of the 
present invention. Specifically, applicants argue that "there is no apparent reason for a person 
skilled in the art to add further gelling agents to the composition of Fuchs, much less in view of 
Emoto. 
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It is the Examiner's position that Emoto teach the motivation to add gelling agents, 
including agar and guar gum, to the gel composition of Fuchs et al. Emoto teaches a 
nutritionally balanced gelatinous food product which is a composite gel formed with protein and 
about 0.2 to 5% of a gelling agent such as agar, guar gum, pectin, furcelleran, carrageenan, 
locust bean gum, arabic gum or a combination thereof (Abstract, C5/L24-26). Emoto teaches 
that gelling agents have gelling and gel-stabilizing ability (C5/L26-28). One of ordinary skill in 
the art would have been motivated to add a gelling agent, including a combination of agar and 
guar gum, to the protein gel composition of Fuchs et al. to provide gel strength and stability to 
the gelatinous food product. 

In this case, both Fuchs et al. and Emoto teach gel compositions comprising protein, 
however, Emoto teaches that the inclusion of a gelling agent, including a combination of agar 
and guar gum, provides gel strength and stability to the resulting gelatinous food product. 

Applicants indicate that "when using generally used cation-reactive gelling agents such 
as gellan gum and carrageenan, it is difficult to gelate compositions containing high 
concentrations of protein and calcium (see page 17, paragraph 3 of the specification)." 
Applicants find that there is "no mention or recognition of the problem in Fuchs et al. of 
difficulty in gelation when such high concentrations of protein and calcium are employed." 
Therefore, applicants argue, given Emoto does not employ calcium in a concentration range 
similar to that of Fuchs et al. or the present invention, there would have been no reason for one 
of ordinary skill in the art to expect that gelling agents disclosed by Emoto, used singly or in 
combination, to be suitable for addressing the problems associated with compositions having a 
high concentration of calcium. 
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In response to applicants' argument that Emoto does not teach the gelling agent 
comprising agar and guar gum would address the problems associated with composition having a 
high concentration of calcium, it is not necessary that the prior art suggest the combination to 
achieve the same advantage or results discovered by applicant (see MPEP 2144.01). 

Applicants argue that while Fuchs et al. discloses a gel composition comprising 2-4.5 
wt% protein, based on p.8-9/Example 1, the gel composition of the same example comprising 
only 0.05 wt% calcium. 

Applicants are directed to p. 4-5 of Fuchs et al. which disclose generally a gel 
composition comprising 1-5 wt% protein (p. 4/L3) and 0.02-0.270 wt% of calcium (p. 5/Table). 
Here, Fuchs et al. clearly disclose a gel composition with a calcium concentration overlapping 
with that presently claimed. 

Applicants argue that Examiner's statements that "since Emoto teaches a combination of 
agar and guar gum which is identical to the gelling agent presently claimed, it is clear that this 
particular combination would intrinsically be suitable for a gel composition comprising high 
concentrations of protein and calcium" and " it is not suggested that the additional gelling agents 
taught by Emoto would be suitable for compositions comprising high levels of both calcium and 
protein" are based on improper hindsight reasoning. Applicants argue that there is no specific 
example in Emoto wherein in a combination of agar and guar gum is employed. Further, 
applicants assert that "it is only with knowledge of the teachings in Applicants' specification that 
the Examiner would exclude the other gelling agents taught by Emoto, which would not work." 

In response to applicant's argument that the examiner's conclusion of obviousness is 
based upon improper hindsight reasoning, it must be recognized that any judgment on 
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obviousness is in a sense necessarily a reconstruction based upon hindsight reasoning. But so 
long as it takes into account only knowledge which was within the level of ordinary skill at the 
time the claimed invention was made, and does not include knowledge gleaned only from the 
applicant's disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 
170 USPQ 209 (CCPA 1971). 

While Emoto does not teach a specific example wherein a combination of agar and guar 
gum are employed, given Emoto teaches gelling agents selected from the group consisting of 
pectin, furcelleran, carrageenan, agar, locust bean gum, guar gum and arabic gum or 
combinations thereof (C5/L22-27), it is clear that a combination of agar and guar gum is taught 
by Emoto. 

Applicants' statement that "the other gelling agents taught by Emoto would not work" is 
not supported. Because there is substantial evidence to support determination of a prima facie 
case of obviousness over each of the applied prior art references, the burden of proof was 
properly shifted to the applicants to rebut the prima facie case by presenting persuasive 
arguments or evidence (e.g. unexpected results). Unexpected results must be established by 
factual evidence; mere argument or conclusory statements in the specification do not suffice. 
Unexpected results must be established by comparing the claimed invention against the closest 
prior art. Here applicants have not met the burden. 

Applicants find that Fuchs et al. does not teach "whey protein concentrates or whey 
protein isolate, and gelatin hydrolysate having a number average molecular weight of 500 to 
10,000." 
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First, claim 1 requires that the protein or its hydrolysate is whey protein concentrates or 
whey protein isolates and protein hydro lysates having a number average molecular weight of 500 
to 10,000. In other words, Claim 1 requires a protein or its hydrolysate wherein the protein is 
whey protein concentrate or whey protein isolate and wherein the protein hydrolysate is protein 
hydrolysates having a number average molecular weight of 500 to 10,000. Second, there is no 
limitation in the claim requiring gelatin hydrolysate. 

Conclusion 

13. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH GWARTNEY whose telephone number is 
(571)270-3874. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Keith Hendricks can be reached on (571) 272-1401 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/E. G./ 

Examiner, Art Unit 1781 



/Keith D. Hendricks/ 

Supervisory Patent Examiner, Art Unit 1781 



